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September is a time of transition, both a celebration of summer accomplishments and a beginning of 
new fall quests. Our AMWA quest for knowledge and professional reconnection is no exception... I say, 
bring it on! And so we shall. A review of our current Fall/Winter lineup: 

• September 17: San Diego Networking Happy Hour. 5 pm, Roy Yamaguchi’s, UTC (full announcement 

forthcoming!) 

• October 5: Peggy Wallace - Interview Tips and Techniques. Carlsbad-by-the-Sea (registration 

opening this week!) 

• November 6-9: AMWA Annual Conference, Columbus Ohio. Attending the Annual Conference? We’ll 

be heading out for dinner on Thursday evening, meeting at the Chapter Greet & Go. Please let me 
know if you’d like to join the group (president@amwa-pacsw.org). I’ll put another call out as we get 
closer to the conference date. 

• November 17: Donna Simcoe - Publication Planning, a tcon/webinar presentation. 

• December 7: Holiday gathering - Jacki Dyck-Jones, Thousand Oaks, CA. 

•Early 2014: End of Life Planning - Science Guided Decision Making, Phoenix, AZ. 

•And more in store! 

Build professional connections through Chapter engagement! Opportunities to showcase your talents: 

1. Contribute to the Newsmagazine. Contact Ajay (ajay@amwa-pacsw.org) 

2. Join the Website team - Help keep our website current and creating what YOU want to see. 

3. Online learning coordinator - Work wonders with webinars? We need YOU to help us move into the 
new millennium and reach all of our Chapter members when a great topic is in the offering. 

4. Social media guru - let’s make contact through twitter, our Chapter Linkedln and more. 

All our welcome to contact me if you’d like be part of making our Chapter better and more of what you 
want it to be! 


To kick off our knowledge quest, enjoy the offerings in this month’s newsmagazine. The regular 
contributors you know and enjoy are back with engaging and educational articles. I’d like to make a 
special shout out to a couple of folks. . .. 



You can’t argue with science! THANK YOU Jacki for providing an articulate and thoughtful justification 
for consuming chocolate! And should I come across a naked mole rat I’ll divert my eyes for modesty’s 
sake :-) 

Thank you, Ellen, for your vigilant monitoring of the safety arena. Looks like FDA is taking heed and 
following in our European colleagues’ footsteps on the generics’ label front. First p(a)ediatric plans, now 
this! Yes, the young (world) CAN learn something from the old (world). 

Wishing you all a happy autumn solstice (Sept 22) and International Speak Like a Pirate Day (Sept. 19)1 
Warmly, 

Jenny 

Jennifer Grodberg, PhD, RAC 

President, AMWA Pacific-Southwest Chapter 
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Chocolate Hills by An diabhal glas via Flikr. Reproduced under CC licence BY-NC-SA2.0 
http://www.flickr.com/photos/an_diabhal_glas/4297283667/ 



The Chocolate Hills are a unique geological 
formation of over 1000 hills in the Bohol province 
of Philippines. These hills are covered with green 
grass but turn brown during the dry season, 
hence the name. They are Philippines' National 
Geological Monument and are proposed for 
inclusion in the UNESCO World Heritage List. 
Source: 

http://en.wikipedia.org/wiki/Chocolate_Hills 
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— Scientific Vignettes by Jacqueline Dyck-Jones 
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Wkal's Up(!) . . . al FDA 

By Sally Altman and Kelly Dolezal 

During the past month, the FDA warned consumers and health care providers not to use sterile products from 
two manufactures and distributors. The agency announced a recall of blood glucose test strips, approved the 
marketing of an automated mass spectrometer system, and published a definition of gluten free foods. The 
agency also approved a new treatment for HIV-1 infection in adults. 


Selected FDA Announcements 


8-21-1 3 The FDA cleared the way for U.S. marketing of the VITEK MS, the first automated mass 

spectrometer system for identifying disease-causing bacteria and yeasts. The system is capable of 
identifying 193 microorganisms and performing as many as 192 tests in a single series. * 1 


8-16-13 

A May 18, 2013 warning from the FDA was followed in August with advice to health care providers 
against using sterile products manufactured and distributed by NuVision Pharmacy. Substandard 
sterile production practices led the agency to warn that these products may pose health risks. In 
the original notification, health care providers were advised to quarantine NuVision sterile products 
after the pharmacy refused to recall them. 2 

8-11-13 

Following reports of infections in patients who received infusions, the FDA announced a voluntary 
recall of sterile products produced and distributed by Specialty Compounding. The agency warned 
health care providers and patients of the potential for bacterial bloodstream infections and advised 
quarantining the products. 3 

8-2-13 

To assist those with celiac disease in making appropriate food choices, the FDA published a 
standard definition of gluten free for voluntary use in food labels. Among other requirements for 
using the gluten-free designation, the agency requires that food products so labeled must contain 
fewer than 20 parts per million of gluten. 4 

7-31-13 

The FDA announced a voluntary recall of 21 lots of Nova Diabetes Care’s Nova Max blood 
glucose test strips marketed under the brand names Nova Max Blood Glucose Test Strips and 
Nova Max Plus Glucose Meter Kits. The recall followed chemical contamination which may cause 
the strips to report false and abnormally high blood glucose levels. 5 6 7 

Selected FDA Approvals 

Drug 

Indication Company 


TIVICAY 6 Treatment of HIV-1 infection in adults with an HIV-1 integrase ViiV Healthcare 

strand transfer inhibitor. 7 


For additional information, including labeling revisions, tentative approvals, efficacy supplements with 
supporting clinical data, manufacturing changes or additions, or chemistry; new strength, see 
http://www.fda.gov/NewsEvents/Newsroom/default.htm. 

1 . http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm365907.htm [Link] 

2 . http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm365402.htm [Link] 

3 . http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm364644.htm [Link] 

4 . http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm363474.htm [Link] 

5 . http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm363241.htm [Link] 

6 . http://www.accessdata.fda. gov/scripts/cder/drugsatfda/index.cfm?fuseaction=Search. Drug Details [Link] 

7 . http://www.accessdata.fda. gov/scripts/cder/drugsatfda/index.cfm?fuseaction=Search.Label_ApprovalHistory# 

labelinfo [Link] 
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Wlial's Up(!) . . . al EMA 

By Wim D’Haeze 

EUROPEAN MEDICINES AGENCY (EMA) ALERTS (21 JULY 2013 THROUGH 25 AUGUST 2013) 

The alerts listed below cover the period from July 21, 2013 through August 25, 2013. Only key alerts thought to 
be of interest to the AMWA community were included; for additional updates and details refer to What’s New on 
the EMA website. 

GUIDELINES 

* None to rreport 

REPORTS/PAPERS 

• None to report 


APPROVALS/REFUSALS 


Compound 

Indication/Use 

Applicant 

Advice [Note] 

Xeljanz 3 

Moderate to severe active rheumatoid arthritis 

Pfizer Ltd. 

Negative opinion 

incresync b 

2nd or 3rd line treatment in adults with Type 2 
diabetes as adjunct to diet and exercise to 
improve glycaemic control or in combination with 
metformin 

Takeda Pharma A/S 

Positive opinion 

Xoterna 

Breezhaler 0 

Maintenance of bronchodilator treatment to 
relieve symptoms in adults with chronic 
obstructive pulmonary disease 

Novartis Europharm Ltd. 

Positive opinion 

Delamanid d 

Treat tuberculosis 

Otsuka Novel Products 
GmbH 

Negative opinion 

Ultibro 

Breezhaler 6 

Maintenance of bronchodilator treatment to 
relieve symptoms in adults with chronic 
obstructive pulmonary disease 

Novartis Europharm Ltd. 

Positive opinion 

Tybost f 

PK enhance of atazanavir 300 mg QD or 
darunavir 800 mg QD as part of antiretroviral 
combination therapy in HIV-1 -infected adults 

Gilead Sciences 
International Ltd. 

Positive opinion 

Vipidias 

improve glycaemic control in adults with Type 2 
diabetes in combination with other glucose- 
lowering medicinal products including insulin 
when these, together with diet and exercise, do 
not provide adequate glycaemic control 

Takeda Pharma A/S 

Positive opinion 

Giotrif 1 

Treatment of EGFR TKI-naive adult patients 
with locally advanced or metastatic NSCLC with 
activating EGFR mutations 

Boehringer Ingelheim 
International GmbH 

Positive opinion 


(continued on next page) 
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Grastofil' Reduction in the duration of neutropenia and the Apotext Europe B.V. Positive opinion 
incidence of febrile neutropenia in adult patients 
treated with established cytotoxic chemotherapy 
for malignancy (with the exception of chronic 
myeloid leukaemia and myelodysplastic 
syndromes) and for the reduction in the duration 
of neutropenia in adult patients undergoing 
myeloablative therapy followed by bone-marrow 
transplantation considered to be at increased 
risk of prolonged severe neutropenia. 


Note: “positive” or “negative” opinion indicates the Committee for Medicinal Products for Human Use (CHMP) 
adopted a positive or negative opinion in regards of granting the marketing authorization, respectively, awaiting 
a final decision of the European Commission (EC). 

GENERAL ANNOUNCEMENTS 

• EMA and US FDA release first conclusions of parallel assessment of quality-by-design applications.! 

• European Medicines Agency introduces digital signatures for selected procedures^ 

• Update on reshaping the organization of the European Medicines Agency . 1 

LINKS 


EMA Website - What's New: 

http://www.ema.europa.eu/ema/index.jsp7curNpages/news_and 

_events/landing/whats_new.jsp&mid=WC0b01ac058004d5c4 

[Link] 

a . http://www.ema.europa.eu/ema/index.jsp7curNpages/medicine 

s/human/medicines/002542/smops/Negative/human_smop_0 
00501. jsp&mid=WC0b01ac058001d127 [Link] 

b . http://www.ema.europa.eu/ema/index.jsp7curNpages/medicine 

s/human/medicines/0021 78/smops/Positive/human_smop_00 
0573.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

c . http://www.ema.europa.eu/ema/index.jsp7curNpages/medicine 

s/human/medicines/003755/smops/Positive/human_smop_00 
0559.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

d . http://www.ema.europa.eu/ema/index.jsp7curNpages/medicine 

s/human/medicines/002552/smops/Negative/human_smop_0 
00572.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

e . http://www.ema.europa.eu/ema/index.jsp7curNpages/medicine 

s/human/medicines/002679/smops/Positive/human_smop_00 
0558.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 


f .http://www.ema.europa.eu/ema/index,jsp?curNpages/medicine 
s/human/medicines/002572/smops/Positive/human_smop_00 
0564.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 
a. http://www.ema.europa.eu/ema/index.jsp7curNpages/medicine 
s/human/medicines/0021 82/smops/Positive/human_smop_00 
0574.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 
h . http://www.ema.europa.eu/ema/index.jsp7curNpages/medicine 
s/human/medicines/002280/smops/Positive/human_smop_00 
0570.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

'. http://www.ema.europa.eu/ema/index.jsp7curNpages/medicines 
/human/medicines/0021 50/smops/Positive/human_smop_000 
562.jsp&mid=WC0b01ac058001d127 [Link] 

L http://www.ema.europa.eu/ema/index.jsp7curNpages/news_an 
d_events/news/2013/08/news_detail_001876.jsp&mid=WC0b 
01ac058004d5c1 [Link] 

k . http://www.ema.europa.eu/ema/index.jsp7curNpages/news_an 
d_events/news/2013/07/news_detail_001864,jsp&mid=WC0b 
01ac058004d5c1 [Link] 

'. http://www.ema.europa.eu/ema/index.jsp7curNpages/news_an 
d_events/news/2013/08/news_detai!_001868.jsp&mid=WC0b 
01ac058004d5c1 [Link] 
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Highway By dyet via morguefile. http://www.morguefile.com/archive/display/66902 


Upcoming AMWA-PacSW Event 

Interview Tips an (I T eckniques: 

Creating personal slrengtks stories to persuade ike Ini 

By Peggy Wallace, Making Conversation LLC 
peggy@makingc°n v ersation.com 

Peggy Wallace, founder in 2004 of Making Conversation, is a graduate of University of Pennsylvania/Wharton 
School and Boston University School of Law. With over 25 years business experience as a corporate attorney 
(major financial institutions), fundraiser (GIA) and financial services sales consultant (Merrill Lynch), Peggy has 
a first-hand appreciation of the value of making conversation, while being authentic and enthusiastically 
showing one's own unique personality, opening doors by winning with words. Peggy's Interview Preparation 
emphasizes conveying your talking points or message through memorable strengths stories. Clear, concise, 
persuasive and relevant personal stories demonstrate your individual strengths so the interviewer becomes 
your advocate. 

Peggy has made presentations to a broad variety of scientists (AWIS; Burnham; Salk; UAI; TRSI; UCSD), post- 
docs, graduate and undergraduate students. Peggy was part of a California Endowment Grant to UCSD's 
School of Medicine teaching interview skills to potential medical school applicants. She has worked with 
applicants from ages 12-65 for internships, jobs, scholarships and admission to high school, college and 
graduate schools. 

Peggy will be making a presentaion to the AMWA Pac-SW members on October 5, 2013 at Carlsbad-by- 
the-Sea retirement community in Carlsbad. Check your mailbox for announcement from Jenny 
Grodberg regarding registration instructions. 

Meanwhile, check out her blog at 

http://makingconversationwebsite.blogspot.com/ In a recent email to those 
on her mailing list, she reminds these wise words: 

• “By failing to prepare, you are preparing to fail.” Benjamin Franklin 

• “I will prepare and some day my chance will come.” Abraham Lincoln 

• “i believe luck is preparation meeting opportunity, if you hadn’t been 
prepared when the opportunity came along, you wouldn’t have been 
lucky.” Oprah Winfrey 


Preliminary Agenda: 

11:30-12:00 

Registration/Networking 

12:00-12:45 

Lunch 

12:45-1:00 

Chapter Announcements 

1:00-1:05 

Biobreak 

1:05-2:05 

Presentation 

2:05-2:20 

Additional Q&A 

2:20 

Closing 



Memory A^ Juyk ca/A wuj ACyoyL off 1 . 

SWo-wuroA LtyAy of Tufty UAArcryAy ir&poiA fWy d^vtAoprvvcrA of ejwAoruMyAvA 

f^wuJJ^Mro zcAAry (cu mywuory tytrcJyt) profoooL for pAx^uxrA^y fLcAworwy. TWy ytortA 

memory p^rAyty Ay tWy pJxu/u>urAy for 14 dcujy — joyktWty rigkA cu^uourA oftAry \Ayyyyxry to- 
gyyyrcAcy rve-wr WtaA. TWy cuAWory JWyrtforv troArydy pJuu^uxrA dycoypAtAAy tWcrwj oMLowtoL tAvy 
for W&cuis rcgcvyrcAAory , cu'wjL dAyovyrcdy JWoA -tby wywuory rto^pp^curtcL wAW tby ^yw WccuJy. 
ObAznsyLy tbly ircAyty yowy AAcroAAyj c^uyAAory rtgourdA^g tby e^ryodA^g of sp^AAfy wywuoriyy Ay 
loocUj fAyuyy opyy co vyw ojrtyOy of reyowCyby Ay CypyrAvyrA A bboiogy. How oborA co 
prorA/yA^g oy ay " worwy troAryr"? (Soi M~cy. Eyjpr BAC. 2.01 3 Jwl2.) 

— Scientific Vignettes by Jacqueline Dyck-Jones 
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AMA-zing Style tke AMA Manual of Style Column 


By Dikran Toroser, PhD, Amgen Inc. 


TYPES OF ARTICLES 

Although submitting an article to an unsuitable journal is a common error 1 , an additional 
consideration is the appropriate type of article to submit. This requires the author and the medical 
writer to consider the intended message and audience and use a form appropriate to both. 

Medical journal articles can often fit into one of the following categories: 


Original Data. Reports of original research are 
the backbone of medical and scientific 
communications. Critical evaluation and 
replication of the findings of such reports are key 
aspects of progress in science. Journals often 
categorize reports of original data as Original 
Articles or Original Communications, 
emphasizing the new findings that are 
communicated. Short original articles may be 
called Brief Reports. Original research articles 
usually follow the traditional IMRAD 
(Introduction, Methods, Results, and Discussion) 
format. The AIMRAD acronym emphasizes the 
abstract — a section that has become 
increasingly important in the era of electronic 
databases. 

Review Articles. These are of great practical 
importance because clinicians often use them as 
guides for clinical decisions. This use highlights 
the importance of ensuring that reviews are 
systematic, and are not overly influenced by the 
biases of the authors. Thus, review articles 
should specify the methods used to search for, 
select, synthesize, and summarize the 
information. Some reviews employ meta- 
analysis, statistical techniques that combine 
quantitative results from independent studies. 

Descriptive Articles. Descriptions, summaries, 
or observations that lack the systematic rigor of 
original research or systematic reviews may be 
published as Case Reports, Clinical 
Observations, or Special Communications. To 
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merit publication, such articles should make 
novel observations. Since the scientific value of 
single case reports is often limited, many 
journals prefer to consider them as Letters to the 
Editor. 

Consensus Statements and Clinical Practice 
Guidelines. Governmental and private 
organizations often develop recommendations 
for the prevention, diagnosis, and treatment of 
various disorders. These recommendations are 
usually made by a group of experts after they 
assess evidence. Recommendations may be 
published as consensus statements developed 
at a conference or as clinical practice guidelines. 
Publication of the recommendations should 
identify the sponsor and the participating 
experts, explain how the participants were 
selected, describe the evidence that supports 
the recommendations, and explain the process 
for achieving consensus in reaching the 
conclusions. 

Articles of Opinion. Editorials are short essays 
that usually reflect the views of the editor. They 
may be written by the editor, editorial board, or 
an invited author. Editorials may comment on an 
article in the same issue of the journal, providing 
an opinion regarding its implications. Opinion 
pieces that represent only the views of the 
authors may be published in other journal 
sections, such as Commentary, Sounding 
Board, Viewpoint, or Controversies. 

(continued on next page) 


Correspondence. A little known fact: Letters to 
the Editor are an essential aspect of 
postpublication review. The International 
Committee of Medical Journal Editors has 
recommended that all biomedical journals 
provide a section for comments about published 
articles. This can take the form of a 


Further details can be found on pages 3-6 
AMA Manual of Style 10 th edition. 

1. AN J (2010) Manuscript rejection: Causes and 
remedies. J Young Pharm 2:3-6 
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The New Yorker 


correspondence section or column. The authors 
of articles discussed in correspondence should 
be given an opportunity to respond in these 
useful exchanges. Indeed, responses are part of 
the responsibility of authorship. Journals usually 
have strict limitations for the length of published 
letters. 

Reviews of Books, Journals, and Other 
Media. These reviews seek both an overview as 
well as an assessment of quality relative to 
similar works. They include a description and 
opinion, both of which may extend to broader 
issues raised by the work. There is considerable 
room for individual style in these critiques, but 
supporting evidence for the reviewer's opinion is 
essential. 

Other Types of Articles. Journals may publish 
other articles that do not fit into any of the major 
categories. Examples include personal 
reflections and essays (eg, “A Piece of My Mind” 
in JAMA). Authors should examine several 
issues of a journal to make sure that a 
submission is appropriate. 
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Je-MS-lifying W ord 

By Susan Chang, PhD, Susan Chang Consulting 
and Alyssa Wu-Zhang, PhD 

Most of us spend hours staring at a computer monitor. Have you discovered ways to optimize how 
you view documents? 

OUR POINT OF VIEW 

Like most writers, we prefer to view documents in the print layout (PC: View tab — > Print Layout; 
Mac: View menu — » Print Layout). Other views have different advantages, but that’s for another 
time... 

If you want to maximize viewing space, you can minimize the ribbon. Click on the A button in the 
top right corner next to the ? icon (next to the gear icon in Mac). This button will toggle back and 
forth to maximize/minimize the ribbon. 

To zoom in quickly, click Ctrl + scroll up on your mouse scroll wheel ( same in Mac). To zoom out, 
scroll down instead ( same in Mac). Perhaps you’ve accidentally done this and felt like Alice in 
Wonderland after eating the cake. This works for a pdf, too. Go ahead, try it out right now! ( Bonus 
Acrobat tip: Ctrl + 0 returns to one page zoom. Do not do this in Word!) 

THE RIGHT SIDE OF TRACKS 

By using Word features, you can view two documents side by side... even if you do not have the 
luxury of owning (or convincing your boss to buy) a large monitor. This can be very useful when 
comparing two drafts of the documents, such as your “master” document versus drafts with additional 
reviewer comments. 

1. Open both documents, and make sure you’re at the beginning (PC: Ctrl + Home; Mac: fn + 
command + left arrow). 

2. View tab — > Window group — * Click on View Side by Side — * the documents will be displayed 
next to each other (vertical alignment). 

Mac Word 2011 does not have the vertical side-by-side view function that PC Word does, so you will 
have to manually resize and position the windows. 

3. If you prefer horizontal alignment, click on Arrange All (Mac: Window menu — > Arrange All). If 
you want to return to vertical, choose Reset Window Position (not applicable for Mac). 

4. After the documents are positioned as you like, click on Synchronous Scrolling (Mac Word 2011 
does not have this function). You can scroll through both documents simultaneously. This also 
works for hyperlinks; click on a hyperlink in one document, it will go to that location for both 
documents! 
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• TIP: If the documents contain tracked changes, you can advance through them by going to 
Review tab — > Changes group — » Click on Next in either one of the documents. Both documents 
will advance to that location. This is a great way to ensure that you have addressed a reviewer’s 
comments sprinkled throughout a long document. 

• NOTE: If one of the drafts has a few extra paragraphs or changes in page breaks, the 
Synchronous Scrolling may not be perfect, but you can unclick the Synchronous Scrolling option, 
readjust the position in each document, and start it again. 

Word woes? 

Email us at SKC@SusanChangConsulting.com (PC) and AlyssaWPhD@gmail.com (Mac). 


Why P o-hf NodcexA Mo-Lo R oAy CfeA Coww? 

NcdcexA wuAas rcAy (HeAx-o-teyAuxJyixy gA/dyeA) cure/ rxA kxurwry to- geA co-rytr axuA wuug tryo-y co 
reJxAAv-eJyy iorxg LAfeypc i*v of cry-tv 30 ytavy They lAvuXjyMy ceAA hio-iogy thoA wuHcty theyey 
rodtrAy i to- coxuytr wtxy rexytvAAy wryoveyrexA by KLoxr Ticu^y ccryA hiy coAAtoygiMyy 
who- reyxo-rtexA ivy they Jiwiy A8th iyyxey of they jowrrxxA "HoAwreJ 1 {hast' r^rdey-roA fihrohAoyAy 
tr^jfvrtyy OVy lAXUAy^UxALy high \MVritOohayV WXXyyy hyohM'OVUUry (HA) whioh A (A Lexxyt 5 {iw^ty 
hurQtv theory HA theory {hah tyy>reyyexA bv hcowxoryy err whey. 

HA iy o-wy o-f- they pvexAo-whruorA co-wy>o-wyrAy of- they eAvoyceAAuhcor wxAriyy corxA hcoy deewo 
rtftrrtdy to- coy they "go-o 2 ' wuheyvhy. Thiy high gewoy t//j(>reyyhory , cxnwphexA with they focA 
thoA they rweriy rcA coiyo- hcoy dyyrcco^ydy aeAiAAy of HA-cAcgrcodiryg &+vzym£<s<, reywity ioo cory 
aexAOwxhcoticrry of icorgy HA wuyityvhty iry they woAmA wuriy roA tAyoeyy. Vyrtvwhotio-ry of HA 
yigrxoiiwg pxothwcoyy thot ccory trcoryyforwo wuovxyy fihrohicoyty ( wsexA coy co co-rAroA whioh dcrty 
woA eocprtyy high covuceyrArcotio-wy of HA) to- lytyorwy wuoiigrxorA herty woA trcowyforwo waJcexA- 
wxdy-rcA ceAAy. Howtwtr , if they HA tyy>rtyho-ry ygyteywo of -they watcexA wxdey-rcA iy 
tyyy>trir^tvAvdiyy ” \cjwoo\cexA-dxrwh ’ or if they excprcyho-wy of HA dXsgrcodxotio-ry twzyw^ty iy 
lopy-reygihcotexAj theyey wcheexA wuoiy-rcA ceAAy ccory \>y eroyhg trcoro,forrwexA to- wuoiigwcowt ceAAy. 
Thoy i A copprtcorythcotthey cocciowxhcotio-ry of high wuAexyvhcor weight HA protexAy waAcexA- 
wxriy roAy fro-wo ccowyyr, cowcA whexo thiy deferyy iy eAAywhwoAexA^ theyg b exycrvwy yox>ye^>tiAcAy 

to- wuoiigwcowt trcowyforwuotio-ry. 

I rAeyrtytUuj gywtytiory rywuoiry. why dicA -thiy lowicjyxy ewotAMAcrwcorg codxoptvAio-ry crcccor iry 
they waAcexA wuAy roA? Owy ccrwhdyeyrcotio-ry iythoAthey high cowxxywtrcotio-ry of they HA iry they 
lAAcriey roA tiyyoyey to-rArikyoAey to- dvAroAhey cxmuA piia-hiey He Ay which wovXcA b ey o^ry ouArQMAvygty 
to- ay cvexAcyrey thcA cra-wky ccro-wry) i Ay tight toxu^tiy They oxAcAe/A b ex^efA of reyAyto-rxey to- 
coyrytr iy oy fM~theAr yM-rAroA a^Aro^Ao-gey whAh preyyoywxhoAy currArihoAeyy to- eyAcr-dexA 

ior^gtAAy- 

(Scnwrcey-. HoAoyryVoAvywXy. 4*?^ 346— 34^7 ; 18 JuAy 2-OA3) 

— Scientific Vignettes by Jacqueline Dyck-Jones 
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By Ellen Klepack, PharmD 

This month’s column will feature FDA’s proposed rule allowing generic manufacturers to 
update their safety labels. 


The FDA has recently proposed a new rule 
allowing generic drug manufacturers to update 
safety information in their own labels. 1 The 
proposed rule was announced on the Office of 
Management and Budget website and is 
anticipated to be published and available for 
public comment this month (September). 

Details from FDA on what the new rule will 
entail are scarce at this point but they state that 
it will apply to brand name, generics and 
biologies. It will “revise and clarify procedures 
for changes to the labeling of an approved drug 
to reflect certain types of newly acquired 
information in advance of FDA's review of such 
change” and “create parity” between brand and 
generic manufacturers with regard to 
submission of labeling supplements. 1 

Generic drugs account for nearly 80% of all 
prescriptions with that number continuing to 
grow. 2 While generics must be bioequivalent to 
their brand name counterparts, differences 
currently exist between the two with regard to 
how their product labels are updated. Under 
current regulations, if a brand name 
manufacturer learns of new safety information 
or if there is a need to change a warning in the 
label, they may alert the public prior to FDA’s 
formal approval of the labeling changes. This 
process is different for manufacturers of 
generic drugs. Generic manufacturers may 
only update their product labels if their brand 
name counterparts do so or if ordered by the 
FDA. The consumer group Public Citizen has 
challenged this difference pointing out that the 
full safety profile of a drug is still not known by 
the time generics enter the market and cite 
cases where serious safety issues have come 
to light years after generics become available. 


They have also noted many instances where brand 
name manufacturers have discontinued production 
of their drug once generics gain entry into the 
market. The group reviewed FDA’s Orange Book 
electronic database online and, as of February 27, 
2013, identified 434 products where the brand 
name product is no longer produced but generics 
remain on the market. 3 They highlight the 
disservice this creates to patients and physicians 
because the brand name manufacturer no longer 
has an active stake in monitoring adverse events 
or making updates to the product label and generic 
manufacturers are restricted from updating their 
labels. 

Up to this point, generic manufacturers have not 
been held liable for failing to warn of a drug’s 
dangers since they are required to use the same 
safety labeling as the brand name product. One 
possible implication of this rule change may make 
generic manufacturers liable if their drugs injure 
patients due to inadequate labeling. 

Public Citizen petitioned the FDA two years ago to 
make the labeling process equal for brand and 
generic manufacturers and is pleased by this 
announcement. The Generic Pharmaceutical 
Association (GPhA) does not favor FDA 
transferring this responsibility over to generic 
companies. Ralph Neas, President of GPhA, 
responded that "Decisions on safety and efficacy 
of prescription drugs should rest in the hands of 
the FDA, the only body with the scientific 
knowledge, regulatory experience and complete 
data that is needed to make these decisions.” 4 It 
will be interesting to see the details and discussion 
surrounding this rule once it is published and 
available for public comment. 
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(continued on next page) 
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H&Lp' Cervvby^g for tAoAA/JuA — 2..8X OcrvytvAA' L&vA&y 

AgCy-rtLadtAy wjuovduMr dAsgtvAyroytbcrvy (AMP) rcrby \>CArpdAy of-fbAbr cAjyyhroJy vbyxrvy o^taA i yibAy 
lAAAhbvA) OCUM^y of {ybbAAbvAiy u/v CtLcUa' OAU/dAy. VJ bbjAy CAvyfrcUy VAVOvy CAUMUyj- \y(y OCnnrOottA' bvy 

AMP, i^AAigiydfbCyadbAr^ dAyvbyCyy CyCc^ bAkjpy fer dAXbArCyr bbgbytio- ibAy iMsAUAvucgody pfjrbpbrAyraXy 
vbfbovy. C/iMrrtv^- byyyArvoyibo-iyyy Wa^rty bvyroUrtdy ibAy erf- ywAcLL bv^yAAurbvdobAy 

itvy^Ay OyVAb bubkyCj itXAAyOCrprty wbdAyby (MrCy WAnMsyi&dy Crv y gboAS&y. fiov^tyjAY , ibAyCy VAVAcL OACby 

cur ty vArf- \rtrg (Arvy^OYdAy^A. No-w-j Eirbcy. J. T rOwdyLcug (UCSP D tyHXYiwAyvyk of- EbocArboaby curuL 
CArv^MMt^r E^UyeAYLYAj) roporiy ibAy dAyVCbAOpWA^yb erf Oy W -igby-feAMy OCtvUvaA' b&vyy wb-boby OArty 

ay Qy 2. 8X itbAyooyAy. Evtvy buffer, ibAy btvA ooyyy yjAAtAy b&iwtAYy lAA^g^ylfbcciiyo-^y oaaA vycnrwAdy 
\nMArvy bysbvA) oy \xxajt of- wuodbfiAydy 3P itbAArbyArvy gboyyAy. 

TbAy lsAyW~ CyCrvvtvAd' bCAyy by CrvUuj fly wbJJAWAyfcyir ib-bokyj QyrAk/ LA \MAy wbjrrOY yM'foAAy fer CYtoACy 
ibAy -tcJASAArpAy. So- four, ibAy itvy byay iHAvy -ttsAcxb ervy oy lifty-yb'ztdy crpAovvAYAyoyrd/yody t^Cy, qyaA 
ibAy bwAugoy obivdAAydy oyyryg ibAy ygyttAvy wtYCy l A iAdy bvy ibAy p^AAbuiAbo-vy . AOWcnUjly ibAy 
dAybrtdy bwAygty fzXL ay hi A sb-orA of- e^cyrCAAoAbovyyj ibAy AAAyyooybAy btvyy by oy yabjccA of owgo-i^g 
irtytOYcby oyaA by tyy>totzdy io- \y£y pYCftYodcdAy io- cury bw^yAcovyttAy CAAvAyroy. 

(SoTMrcAy. OpAboy E)cpYiAy, Vo-L. 21, lyyJAy 1- 3, pyy. 15' < ?8P-15' £ 786 2P13) 
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SEPTEMBER JOB LISTING SYNOPSIS 

Medical Writer, Manager 

Baxter; Westlake Village, CA 

Medical Writer, Associate Director 

Gilead, Foster City CA 

Medical Writer, Sr. Manager 

Gilead, Foster City CA 

Medical Content & Scientific Writer 

Insyght Interactive, Los Angeles CA 

Medical Writer 

EBSCO, Los Angeles CA 

Medical Writer 

Edwards Lifesciences, Irvine CA 

CopyWriting, Manager 

lllumina, San Diego CA 

Technical Writer I/ll 

Gen-Probe, San Diego CA 

As a reminder, Job Listings are available for current, interested 
members and are available through the following ways: 

• Job openings are sent out on a -monthly basis through the jobs 
mailing list 

• Job listings will be posted periodically through our Linkedln 
SubGroup, AMWA Pacific Southwest Chapter, so be sure to join the 
group 

Please e-mail Irene employment-coordinator@amwa-pacsw.org if 
you'd like to receive job listings or share any job leads with the 
group and it will be added to the job listings. 
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If you want to understand geology, study earthquakes. If 
you want to understand the economy, study the Depression. 



— Ben Bernanke 


And, if you want to learn medical writing, 
buy a ticket to Columbus. 




^ * 

November 6-9, 2013 


Columbus, OH 
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AMWA's 73rd Annual Conference 
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"The Old checkered House" (1853-1959) by Grandma Moses. Bennington Museum/Grandma Moses Properties. 


Ann Mary Robertson Moses known to the world as Grandma Moses started painting at the age of 76 when arthritis 
prevented her from picking up her embroidery needle. She painted scenes from her childhood and youth as she 
remembered depicting New England rural landscapes and small town life from the times of Lincoln through Truman. 
Painting from the top of canvas to the bottom, she depicted scenes where characters had no shadows and were cast on 
vivid landscapes. Her paintings appeared everywhere from Hallmark cards to cereal boxes. She later became friends 
with Norman Rockwell, and together their paintings represented the small-town American way of life. 

Grandma Moses was born in September 1860 in a farming family. She spent most of her life in the village of Eagle 
Bridge, NY, near Vermont border. Her 100th and 101st birthdays were declared as Grandma Moses days by then 
Governor of New York, Nelson Rockefeller. President and First Lady Harry S Truman invited her to the White House for 
tea in 1949 where the President played piano for her. On her death in 1961 at the age of 101, President Kennedy said, 
“The directness and vividness of her paintings restored a primitive freshness to our perception of the American scene.” 
She painted everyday up until a month before her death. 

Source: 

• Cotter, H. The Fenimore Art Museum Reconsiders an American Idol Named Grandma Moses. New York Times. August 4, 2006. 

http://www.nytimes.com/2006/08/04/arts/design/04mose.html 

• Grandma Moses. WikiPaintings. http://www.wikipaintings.org/en/grandma-moses 

•Grandma Moses Is Dead at 101; Primitive Artist 'Just Wore Out'. New York Times. December 16, 1961. 
http://www.nytimes.com/learning/general/onthisday/bday/0907.html 

— Editor 
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